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DETAILED ACTION 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 05/02/08 has been entered. 

The following office action is a responsive to the Amendment filed, 05/02/08. 

The amendment filed 05/02/08 affects the application, 10/561,171 as follows: 

1. Claims 13 and 16 have been amended. Claims 25 and 26 have been canceled. New 
Claims 37 and 38 have been added. Applicants' amendments have overcome the 
claims objections made in the prior office action. Consequently, the claims 
objections are withdrawn. However, the rejections under made under 35 U.S.C. 
103(a) are maintained. 

2. The responsive to applicants' arguments is contained herein below. 

3. Claims 13, 16-24, 37, 38 are pending in the application. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 13, 16-24, 37, 38 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claims 13 and 16 recite the phrases "reducing muscular fatigue" and "within one hour 
before and after physical exercise". However, the claims are indefinite since it is unclear 
whether or not in order to practice applicants' invention, it is necessary for the human being that 
is treated to exercise, and whether or not the claimed invention can only be practiced on said 
human being that exercises. Furthermore, the claim is also indefinite since it is unclear whether 
or not the muscular fatigue that is been treated or reduced is limited to muscular fatigue that is a 
result of exercising especially since administration of the proanthocyanin is "within one hour 
before and after physical exercise". 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 

Claims 13, 16-24, 37, 38 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Suzuki et al. (US 6,372,266). 

In claim 13, applicant claims a method for reducing muscular fatigue, comprising 
administering proanthocyanidin a human being in an amount effective to reduce muscular fatigue 
within one hour before and after physical exercise. Claim 1 6 is drawn to a method for reducing 
fatigue comprising administering a health food containing proanthocyanidin as an effective 
ingredient to a human being within one hour before and after physical exercise. Claims 17-24 
are drawn to said method wherein the health food is in specific forms including solid food, 
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beverage, tablet and wherein the proanthocyanidin is an extract derived from pine bark or is an 
oligomeric proanthocyanidin. 

Suzuki et al. disclose that a composition comprising a pine bark extract and containing 
proanthocyanidins as an effective component thereof can be administered to humans to treat leg 
cramps (i.e., sudden, involuntary, spasmodic muscular contraction causing severe pain) and 
chronic fatigue syndrome (CFS) (see col. 2, line 20 to col. 3, line 8). Furthermore, Suzuki et al. 
disclose that the composition is widely used as a nutritional supplement food (see col. 2, lines 
20-26). Furthermore, Suzuki et al. disclose that pine bark extract and containing 
proanthocyanidins can be in the form of tablets, liquid and powdery preparations (see col. 2, 
lines 1-11; col. 4, lines 35-40 and abstract). Suzuki et al. disclose a method for treating 
dysmenorrhea (which is the occurrence of painful cramps which are sudden, involuntary, 
spasmodic muscular contractions causing severe pain) during menstruation, characterized in that 
proanthocyanidin is administered to a human (see abstract). It should also be noted that 
muscular fatigue and myalgia (muscle pain) are associated with Chronic Fatigue Syndrome 
(CFS) (see Exhibit A attached, http://vvwvv.imrnunesupport.com/chronic-faiigue-syndrome- 

y htm ). Also, it should be noted that Chronic fatigue and immune dysfunction syndrome 
(abbreviated CFIDS or CFS) is a group of symptoms associated with severe, almost unrelenting 
fatigue. It should be noted that it is known that muscular cramps (e.g., a leg cramp) are 
associated with muscular fatigue and shortened muscle contraction (see e.g. Exhibits B as 
attached). 

The difference between applicant's claimed method and the method of Suzuki et al. is 
that Suzuki et al. do not exemplify the treatment or reduction of muscular fatigue by 
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administering the composition to said human. However, Suzuki et al. disclose that Chronic 
fatigue syndrome and leg cramps can be treated by administering their composition containing 
proanthocyanidin to a human being and consequently a skilled artisan would be motivated to 
treat fatigue such as muscular fatigue in said human since Suzuki et al. disclose that Chronic 
fatigue syndrome can be treated and especially since it is known that muscular fatigue is 
associated with Chronic Fatigue Syndrome (CFS). Also, the fact that it is known that muscular 
cramps (e.g., a leg cramp) arc associated with muscular fatigue and shortened muscle contraction 
provides even greater motivation to a skilled artisan to treat muscular fatigue in said human with 
said proanthocyanidin composition. 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to treat or reduce muscular fatigue by administering Suzuki et al.'s 
composition containing proanthocyanidin to a human, since Suzuki et al. disclose that pine bark 
extract containing proanthocyanidins as an effective component can be administered to a humans 
to treat chronic fatigue syndrome and leg cramps and especially since it is known that muscular 
fatigue is associated with Chronic Fatigue Syndrome (CFS) and muscular cramps (e.g., a leg 
cramp) are associated with muscular fatigue. 

One having ordinary skill in the art would have been motivated, to treat or reduce 
muscular fatigue by administering Suzuki et al.'s composition containing proanthocyanidin to a 
human, since Suzuki et al. disclose that pine bark extract containing proanthocyanidins as an 
effective component can be administered to a humans to treat chronic fatigue syndrome and leg 
cramps and especially since it is known that muscular fatigue is associated with Chronic Fatigue 
Syndrome (CFS) and muscular cramps (e.g., a leg cramp) are associated with muscular fatigue. 
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It should be noted that the use of specific formulations and amounts or quantities of 
proanthocyanidin is well within the purview of a skilled artisan and depends on factors such as 
the type and/or severity of the condition treated and the age, weight and type of individual 
treated. 

Response to Arguments 

Applicant's arguments with respect to claims 13, 16-24, 37, 38 have been considered but 
are not found convincing. 

The applicant argues that Suzuki teaches the use of French maritime pine bark extract 
containing proanthocyanidins, also known as Pycnogenol, for treating dysmenorrhea 2 and 
endometriosis. 3 Suzuki, col. 4, lines 18-20 and 25. Suzuki suggests administering Pycnogenol 
over 14 days from 7 days prior to menstruation, over an entire month, or once a dose of 60 mg. 
Suzuki, col. 5, lines 2-8. Suzuki does not teach or suggest a method for reducing muscular 
fatigue, comprising administering proanthocyanidin to a human being in an amount effective to 
reduce muscular fatigue within one hour before and after physical exercise, as presently claimed. 
However, although applicant administer Pycnogenol over 14 days from 7 days prior to 
menstruation, applicant also administer the Pycnogenol continuously for a month and also once. 
This suggests that the Pycnogenol can be administered at any time (continuously) regardless of 
the presence or absence exercise and especially since the average menstrual cycles length is 28 
days. Moreover, as set forth above, it should be noted that Suzuki et al. disclose that a 
composition comprising a pine bark extract and containing proanthocyanidins as an effective 
component thereof can be administered to a humans to treat leg cramps (i.e., sudden, 
involuntary, spasmodic muscular contraction causing severe pain) and chronic fatigue syndrome 
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(CFS) (see col. 2, line 20 to col. 3, line 8). Furthermore, Suzuki et al. disclose that the 
composition is widely used as a nutritional supplement food (see col. 2, lines 20-26). 
Furthermore, Suzuki et al. disclose that pine bark extract and containing proanthocyanidins can 
be in the form of tablets, liquid and powdery preparations (see col. 2, lines 1-11; col. 4, lines 35- 
40 and abstract). Suzuki et al. disclose a method for treating dysmenorrhea (which is the 
occurrence of painful cramps which are sudden, involuntary, spasmodic muscular contractions 
causing severe pain) during menstruation, characterized in that proanthocyanidin is administered 
to a human (see abstract). It should also be noted that muscular fatigue and myalgia (muscle 
pain) are associated with Chronic Fatigue Syndrome (CFS) (see Exhibit A attached, 

. ic-syndromc-eauscs.htm ). Also, it should be 
noted that Chronic fatigue and immune dysfunction syndrome (abbreviated CFIDS or CFS) is a 
group of symptoms associated with severe, almost unrelenting fatigue. It should be noted that it 
is known that muscular cramps (e.g., a leg cramp) are associated with muscular fatigue and 
shortened muscle contraction (see e.g. Exhibits B as attached). 

The applicant argues that the Office refers to Maquirriain et al, "The Athlete With 
Muscular Cramps: Clinical Approach," J. Am. Acad. Orthop. Surg. 15:425-31 (July 2007) 
("Maquirriain") for the proposition that "muscular cramps (e.g., a leg cramp) are associated with 
muscular fatigue. "Office Action, pages 3-4. Maquirriain in fact discloses that leg cramps may be 
"associated" with a wide variety of chronic conditions unrelated to muscle fatigue, e.g., 
radiculopathies, Parkinson's disease, hypothyroidism, diabetes mellitus, vascular problems, 
electrolyte disorders, and metabolic myopathies. Moreover, Maquirriain (Exhibit B) was used 
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relate the fact that it is known that muscular cramps (e.g., a leg cramp) are associated with 
muscular fatigue and shortened muscle contraction (see e.g. Exhibits B). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8.30am-5pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Shaojia A. Jiang can be 
reached on 571-272-0627. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Michael C. Henry 
August 31, 2008. 



/Shaojia Anna Jiang, Ph.D./ 
Supervisory Patent Examiner 
Art Unit 1623 
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